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July 15, 1999

Dockets Management Branch (HFA-305)
Food and Drug Administration

5630 Fishers Lane

rm. 1061

Rockville, MD 20852

RE: Comments — proposed rule [Docket No. 98N-0583]

The FDA Export Reform and Enhancement Act was passed in 1996 with the intent to
streamline and simplify the process for exporting medical devices not yet approved by
FDA.

Our firm is concerned that the proposed rule is unnecessary and defeats the intent of the
statute by imposing an unnecessary and cumbersome recordkeeping burden on the
industry, rather than simplifying the process. As an exporter of medical devices, we are
aware of the dependence of other countries on medical technology from the US, and we
are concerned that this proposed rule would be detrimental to these countries.

Our firm believes that the statute does not require administrative interpretation to the
extent provided in the proposed rule.

As such, our firm believes that this proposed rule should be withdrawn.

Sincerel

rista Oakes
Vice President, Regulatory Affairs & Quality Assurance
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